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Art Unit: 3763 

DETAILED ACTION 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1-7 and 10-30 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Reilly et al. (US 6,767,319; hereafter Reilly) in view of [Winkler (US 
6,238,374) or Cornacchia et al. (US 5,472,403; hereafter Cornacchia)], in further view 
of Polaschegg (US 4,966,579), in further view of Wojcicki et al. (US 5,1 90,522; 
hereafter Wojcicki), and finally, in further view of Sassano (US 4,747,826). 
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FIG. 1A 

In figure 1 A above, the Reilly patent shows: 

• a container enclosing a hazardous pharmaceutical (shielded container 
(44); 

• a first pump to deliver a hazardous pharmaceutical to a patient; 

• a fluid path operably connected to the first pump, the container, and the 
patient; and 

• a hazardous material containment suitable to confine the hazardous 
pharmaceutical during connection of the hazardous pharmaceutical 
container to the fluid path, and 

• a waste container. 
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In order to further demonstrate the conventionality of hazardous material 
containment, the Winkler and Cornacchia patents are included in this rejection. In the 
figures above, both patents show the containment of reservoirs and infusion systems in 
order to protect medical personnel from contact with hazardous materials. Importantly, 
figure 1 of the Cornacchia patent also shows the use of multiple pumps and the use of 
non-hazardous fluid to flush and dilute the medication. 
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Concerning the use of more than two pumps in an infusion system, the 
Polaschegg patent shows in the figure above, a system for injecting a patient having a 
container, four infusion pumps, and a fluid path operably connected to the pumps, the 
container, and a patient. 



FtG. 1 



Additionally, Wojcicki shows in figure 1, a control system to manage infusion 
based on value inputs of sensors measuring physiological conditions in the body. 
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Finally, the Sassano patent shows in figure 1, an infusion system designed with a 
heating/cooling unit used to heat and cool the fluid stored in the reservoir. The abstract 
of this patent summarizes this invention as: 

The subject invention relates to a novel system for rapid, 
venous |f of a physiologic fluid, such as blood, into a 

patient, comprising in combination a 1 fox the 

physiologic fluid having an inlet port for receiving the 



an 



physiologic fluid and 
physiologic fluid, 
fluid through the system, 
temperature of the physiologic fluid, 



outlet port for dispensing the 
to propel the physiologic 
unit to control the 
sensor to monitor the 



pressure of the physiologic fluid, one or move cannula for 

infusing the physiologic fluid into the venous system of the 

patient, and flexible conduits connecting the components of the 

system to the physiologic fluid to and from each of the 



components of the system . 



Based on the comments and observations of the evidence presented above, for 
a person of ordinary skill in the art, modifying the infusion system disclosed by the Reilly 
patent with (1) hazardous material containment for fluid reservoirs and pumps, as taught 
by Winkler and Cornacchia, (2) additional pumps and reservoirs, as taught by the 
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Polaschegg patent, (3) a control system with sensors to monitor physiological conditions 
to control infusion, as taught by Wojcicki, and finally, (4) with the capability to cool and 
heat the fluids stored in the reservoirs prior to infusion, as taught by Sassano, would 
have been considered obvious in view of the conventionality of this particular 
enhancements, and moreover, because (1) hazardous material containment prevents 
injuries of medical personnel, (2) additional pumps and reservoirs expands the infusion 
capabilities of the infusion system, (3) a control system enhances the beneficial 
response to drug infusion, and (4) the cooling or heating of medicaments prior to 
infusion prevents adverse reactions or shocks. 



Conclusion 

In view of the fact that the examiner did not address all the claims in the previous 
action and in order to provide applicant with the opportunity to comment on the merits of 
the newly presented references, this office action is not a final office action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Manuel A. Mendez whose telephone number is 571- 

272- 4962. The examiner can normally be reached on 0730-1800 hrs. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Mr. Nicholas D. Lucchesi can be reached on 571-272-4977. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 

273- 8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Manuel A. Mendez/ 

Primary Examiner, Art Unit 3763 
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